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SUBJECT: MINISTRY OF HEALTH URGENT REQUEST FOR DATA FROM 
U.S. STUDIES OF CEFALOSPORIN ANTIBIOTICS. 

REF: ROME 8274, JUNE 14, 1974 

1. FDA ADVISES THAT INFORMATION REGARDING ADVERSE EFFECTS 
OF LARGE DOSES OF CEFAPRIN AND CEFALOTIN ADMINISTERED INTRA- 
VENOUSLY IN VOLUNTEER APPEARED IN THE NEW ENGLAND JOURNAL OF 
MEDECINE, FEBRUARY 21, 1974, VOLUME 290, NO. 8, PAGES 424-429, 

COPY OF THIS ARTICLE BEING AIRMAILED TO EMBASSY. 

2. FDA, BUREAU OF DRUGS, INPROCESS OF DRAFTING CLASS LABELING 
FOR CEFALOSPORIN ANTIBIOTICS WHICH WILL INCLUDE STATEMENT 
REGARDING THESE ADVERSE EFFECTS FOLLOWING INTRAVENOUS ADMINISTRA- 
TION OF LARGE DOES OFTEN HIGHER THAN USED FOR THERAPEUTIC 
PURPOSES. KISSINGER 
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